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(1) May perform the duties of the cy-
tology general supervisor and the
cytotechnologist, as specified in
§§493.1471 and 493.1485, respectively;

(2) Must establish the workload limit
for each individual examining slides;

(3) Must reassess the workload limit
for each individual examining slides at
least every 6 months and adjust as nec-
essary;

(4) Must perform the functions speci-
fied in §493.1274(d) and (e);

(5) Must ensure that each individual
examining gynecologic preparations
participates in an HHS approved cytol-
ogy proficiency testing program, as
specified in §493.945 and achieves a
passing score, as specified in §493.855;
and

(6) If responsible for screening cytol-
ogy slide preparations, must document
the number of cytology slides screened
in 24 hours and the number of hours de-
voted during each 24-hour period to
screening cytology slides.

[67 FR 7172, Feb. 28, 1992, as amended at 58
FR 5235, Jan. 19, 1993; 68 FR 3714, Jan. 24,
2003]

§493.1453 Condition: Laboratories per-
forming high complexity testing;
clinical consultant.

The laboratory must have a clinical
consultant who meets the require-
ments of §493.1455 of this subpart and
provides clinical consultation in ac-
cordance with §493.1457 of this subpart.

§493.1455 Standard; Clinical consult-
ant qualifications.

The clinical consultant must be
qualified to consult with and render
opinions to the Ilaboratory’s clients
concerning the diagnosis, treatment
and management of patient care. The
clinical consultant must—

(a) Be qualified as a laboratory direc-
tor under §493.1443(b)(1), (2), or (3)(i) or,
for the subspecialty of oral pathology,
§493.1443(b)(6); or

(b) Be a doctor of medicine, doctor of
osteopathy, doctor of podiatric medi-
cine licensed to practice medicine, os-
teopathy, or podiatry in the State in
which the laboratory is located.

[67 FR 7172, Feb. 28, 1992, as amended at 58
FR 5235, Jan. 19, 1993]

§493.1461

§493.1457 Standard; Clinical consult-
ant responsibilities.

The clinical consultant provides con-
sultation regarding the appropriate-
ness of the testing ordered and inter-
pretation of test results. The clinical
consultant must—

(a) Be available to provide consulta-
tion to the laboratory’s clients;

(b) Be available to assist the labora-
tory’s clients in ensuring that appro-
priate tests are ordered to meet the
clinical expectations;

(c) Ensure that reports of test results
include pertinent information required
for specific patient interpretation; and

(d) Ensure that consultation is avail-
able and communicated to the labora-
tory’s clients on matters related to the
quality of the test results reported and
their interpretation concerning spe-
cific patient conditions.

§493.1459 Condition: Laboratories per-
forming high complexity testing;
general supervisor.

The laboratory must have one or
more general supervisors who are
qualified under §493.1461 of this subpart
to provide general supervision in ac-
cordance with §493.1463 of this subpart.

§493.1461 Standard: General
visor qualifications.

super-

The laboratory must have one or
more general supervisors who, under
the direction of the laboratory director
and supervision of the technical super-
visor, provides day-to-day supervision
of testing personnel and reporting of
test results. In the absence of the di-
rector and technical supervisor, the
general supervisor must be responsible
for the proper performance of all lab-
oratory procedures and reporting of
test results.

(a) The general supervisor must pos-
sess a current license issued by the
State in which the laboratory is lo-
cated, if such licensing is required; and

(b) The general supervisor must be
qualified as a—

(1) Laboratory director under
§493.1443; or
(2) Technical supervisor under

§493.1449.
(c) If the requirements of paragraph
(b)(1) or paragraph (b)(2) of this section
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